rocypapcTBeHHbIIi peecTp

NEKAPCTBEHHLIX CPEACTE I'PJIC BMKII ESK POIT Cepsuc CripaBka Boiitn
PerucrpanioHHOe ynocToBepeHue =
Jara
Homep JICP-001493/08 Jara perucrpauuu 14.03.2008 13.12.2021
pellieHust
1
Pazpemel-l BBO/| B IPa)XJaHCKHUHA BeCCpO‘-[HI)Ii;[
oGoport 0
Hanmerosatue fiepxaress Hanmenosanue Pekutt Benkusep Xenckap (BesukoOpuranus) Jlumures
WU BajenbLa
2 PerucTpalioHHOro BesinkoOpuTaHus
YAOCTOBepeHust Crpana
JleKapCTBEHHOr'0 Iperapara
3 ToproBoe HauMeHOBaHUe Temonn® Makc
JleKapCTBEHHOI'0 perapara
MexxyHapogHoe
HelaTeHTOBaHHOe
+
4 WJTH TpyTITAPOBOUHOE ITapaneramo,i+®PeHumGpuH
W XUMHUUeCKoe
HavMeHOBaHUe
C Y
Texapcraennas dopma Tosuposka POK FO{HOCTH C/IOBMA XpPaHeHHs!
YnakoBKu
3 roja B cyxom mecrte, rpy TeMriepaType He BblIllie 25 rpaf,.
5 ®dopmel BBITTYCKa - i - -
p! y MOPOLLIOK /115t IPHTOTOB/IEHHS PACTBOPA /TS TIPHEMA BHYTPb, e 4.8T - nakeTbl TpexcioiHble (10 1UT.) - Mauky KapToOHHEIe - be3
L ~ pewernra
JIMMOHHBIN o
e 4.8 T - MakeThI TpPeXCIoMHbIe (5 IIT.) - TAYKXA KapTOHHBIe - be3
peLienita
Ne
Cragusa npousBoacTBa Mpoussogutens Appec npoussoauTens CrtpaHa
6 CaefieHys 0 cTagusix | W/m
TPOM3BOACTBA [IpousBoauTens (Bce craany, BKIrouas Pexutt Benkusep Xemncksp Dansom Lane, Hull. East Yorkshire, UK, Be/MKoGDHTars
BBIIYCKAIOLL1I KOHTPO/Ib KauecTBa) (BenukobpuTanus) Jlumure[ HU8 7DS, United Kingdom P
WHcTpykuus no
7 MPUMEHEHHIO IoKa3aTh MHCTPYKLMU
JIeKapCTBEHHOTI'0 Tperiapara
Ne n/n Homep H/J Top, Ne u3m HaunmeHnoBaHue
1 JICP-001493/08-140308 2008 Jlemcun® Makc
8 }éipﬁiz?i; 2 Wsm. Nel x JICP-001493/08-140308 2012 1 Jlemcnn® Makc
AOKYMEHTAN 3 Vsw. Ne2 k JICP-001493/08-140308 2014 2 Jlemcnn® Makc
4 W3m. Ne3 k JICP-001493/08-140308 2015 3 Jlemcun® Makc
9 ®dapmako-TepareBTHYe CKast ®apmako-TepanesTMieckas rpynna
rpynmna OP3 1 "npocTyzpl" CUMITTOMOB CPeACTBO YCTPaHeHHs (aHa/Ibre3upyrollee HeHapKOTHYeCKOe CpeficTBO+asib(a-afpeHOMUMETHK)
AHatomo-TeparieBTHYeCKast Kom ATX ATX
10 XAMHYecKast
NO02BES51 [Maparjeramor, B KOMOWHALMK C JPYTUMH Tperaparami (MCK/TIouasi ICUXOTPOITHbIE TTperaparhl)
KaccuduKanus
MexayHapojHoe
HeraTeHTOBaHHOe W/IH ®dapmakon. BxopuT B nepeuyeHb HapK.
Topr. Cpok YcnoBus
rPyNNnupoBOYHOEe H/IH IIpousBoauTenn Appec crarbs / Homep cpeacTB, NCHX. Bel[eCTB H
HauM. TOAHOCTH XPpaHEeHUs
XHMHYecKoe H]J HMX IPeKypCoOpoB
HauMeHOBaHHe
.. Binger Strasse 173, 55216
DenunabprH Bepurrep Miresbxaiiv Ingelheim am Rhein ~ ~
11 PapmareBTHIeCKas ®apma 'm6X u Ko.KT' ’
cybOcTaHus Germany
Usine De Roussillon, Rue
INapaueramon Popua MHrepmeuapec Gaston Monmousseau, F- ~ ~

38150 Roussillon, France
Raleigh Pharmaceutical Plant,

[Maparjeramon Mammskpoar Mluk 8801 Capital Boulevard, NC ~ ~
27616 Raleigh, USA

Hamuue yiekapcTBeHHOro npenapara B nepeude YKHBJIIT Her

Hanuuvie B /IeKapCTBEHHOM TIperapare HapKOTUUECKHMX CPeJCTB, CUXOTPOIHbIX BEILIECTB M UX MPeKypPCOPOB, MOA/IEXKAILMX KOHTPOJIIO B

12 Ocobbie oTMeTKH Poccwuiickoit ®efepaliiv B COOTBETCTBUHM C 3aKOHOAATE/ILCTBOM Poccriickol Deziepalyu, MeKIyHapOAHBIMH JOTOBOpamMu Poccriickoi
®depnepaliyiy, B ToM uKcie EuHOM KOHBeHLMel 0 HapkoTuueckux cpejctBax 1961 rozga u KoHBeHIuell 0 ICUXOTPOMNHBIX BeljecTBax 1971
roga
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